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08/881,509 



Examiner 



Applicant(s) 



Schendel 



DeCloux, Amy 




» Responsive to communication(s) filed on afterfinal am*n« m e nt mceiwH 

□ This action is FINAL 

□ Since this application is in condition for allowance excent for formal motwo 

in accordance with the practice under Ex parte 0^835 C D Tl; 453 So. 21 3 PrOSecutlon as to *e merits is Cosed 
A shortened statutory period for response to this action is sf>t tn pvniro 

longer, from the mailing date of this commS m ° nth(S) ' 0r thirty da ^ whichever is 

application to become abandoned f 35 ^ 9 ?? W ' thln the period for res P° nse wi " ^ the 

37 CFR 1.136(a). 3Dana ° necl (35 U S C § 133 )- Extensions of time may be obtained under the provisions of 

Disposition of Claim 

H Claim(s) 2 and 4-45 



Of the above, claim(s) 8-25 and 27-44 
□ Claim(s) 



. is/are pending in the applicat 



S Claim(s) 2, 4-7. 26. and 45 

□ Claim(s) 

□ Claims 



. is/are withdrawn from consideration 

— . is/are allowed. 

is/are rejected. 

. is/are objected to. 



are subject to restriction or election requirement. 



Application Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

□ The drawing(s) filed on _ is/are objected to by the Examiner 

□ The proposed drawing correction, filed on is □ approved Disapproved 

□ The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. § 1 1 9 

K Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d). 

89 All F^ome* B>ne of the CERTIFIED copies of the priority documents have been 

□ received. 

□ received in Application No. (Series Code/Serial Number) 

B received in this national stage application from the International Bureau (PCT Rule 17.2(a)). 
Certified copies not received: 



□ Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 1 9(e). 



Attachment(s) 

B Notice of References Cited, PTO-892 

□ Information Disclosure Statement(s), PTO-1449, Paper No(s). 
S Interview Summary, PTO-413 

□ Notice of Draftsperson's Patent Drawing Review, PTO-948 

□ Notice of Informal Patent Application, PTO-152 
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DETAILED ACTION 



1. Applicant's after final amendment receivpri ? 19 nim an «rM ■ 
and has ben entered. Claims 2 and 4 Ta^^^ 

withdrawn from further consideration puisuartte 37 CFr7 U2(t\ Z h ^ been 
nonelected invention. P"«»uani ro 6f u-K 1.142(b), as being drawn to a 



3 In view of applicant's amendment received 3-12-01(Paper No 23) tho 11? i.=t=„,< 
2nd paragraph rejections have been overcome However at ; fresult of » ™ Jli 
search a new grounds of rejection has been appNedtl SZ^ZSSTSE 

h~"tnr„n and ,herefore * 6 ^ ° f ,he PreVi0US ° ffi ~ aCion m mS^S 
Ln ,h?h f °"?" n .? iS a . £ l uotation ° f *e appropriate paragraphs of 35 U S C « 1 02 that 

5. Claims 2 4-7, 26 and 45 are rejected under 35 U.S.C. 102(a) as beina anticioated 
by Jantzer and Schendel (Accession Number X98410) January 8,1997 ant,cl P ated 

Jantzer and Schendel teach a nucleic acid sequence of a TCR that encodes 

VG%T?? Se * qU T e COmpr,Sin9 VGG ' VLSG ' ATG DSG - WSG > ALAG APSG and 
Ith T^ eC l submiSSI0n of Ac ^sion number X98410 as found in the GenEmbl 

th Jt t f • There ^ 5° referenced teachin 9 s antici P ate the maimed invention U.s noted 
hat Jantzer is not listed as an inventor on the instant patent application and therefore Ms 
reference ,s done by "another". Applicant therefore must clarify the in^eeX 
Add, ,onally m order to overcome this reference it is necessary to provide a LrSfied 

s^.^^^r"" 1 196 25 1915 fiied in Fed Rep - Germany 6 - 24 



6. 



The following is a quotation of the first paragraph of 35 U.S.C. 112: 

L h d n?n 6 f «Jf n Sl ? ° 0n !f in 3 Witten descri P tion <* the invention, and of the manner 
and process of making and using it, in such full, clear, concise, and exact terms as to 
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7. Claims 2, 4-7, 26 and 45 are rejected under 35 U S r 119 fire* 
paragraph, because the specification, while being enabling for a nudefc add 
^S^reW^ Chain f Zf hUman T Ce " ^eptorXrisi fsEQ 'd 
Claim 2 of the instant application a Fab, a single chain a ntibody, or soluble 
TCR fragments thereof , and a composition thereof, does not reasonablv 
prov.de enablement for the broader recitation where X, . X are any am.no acW 
sequences The specification does not enable any person sailed in™art o 
wh.ch it pertains, or with which it is most nearly connected, to make the nvenln 
commensurate in scope with these claims. invention 

The specification disclosure is insufficient to enable one skilled in the art 
to practice the invention as broadly claimed without an undue amount of 
experimentation. Besides the nucleic acid that encodes for a human T ce | 
receptor comprising SEQ ID NO:23. where X , X is one of the amino add 
sequences recited in Part a) of Claim ? of th^nt app ,^ H ^ n ^ 
™?^? in ^ 'body, or a soluble TCR fragment, or composition thereof, the 
spec.ficat.on fa.ls to prov.de sufficient guidance in determining if a nucleic acid 
t n T T eS am ! no ^ ids designated by X^, will encode an alpha 
cha,n of a T cell receptor (TCR) with the desired specificity. Furthermore, while 
recomb.nant techniques are available, it is not routine in the art to screen larqe 
numbers of nucleic acids which code for a specific CDR3 where the expectation 
of retaining similar encoding function is unpredictable based on the instant 
d.sclosure Detailed information regarding the structural and functional 
requirements o the CDR3 region of an alpha TCR specific for kidney carcinoma 
as d.sclosed in the instant specification, other than the CDR3 sequences recited 
in Part a) of claim 2 of the instant application, is lacking. Also, recognition of a 
cel e P!!°P e depends on the interaction of CDR3 with the MHC-peptide 
complex. Therefore, predicting that any nucleic acid that encodes arw amino 
acids designated by X^, that would maintain the desired specificity is well 
outside the realm of routine experimentation; thus a skilled artisan would require 
guidance, such as information regarding the sequence of derivatives and 
fragments which preserve the TCR specificity, in order to make and use 
polynucleotides, probes, vectors, host cells and recombinant methods in a 
manner reasonably commensurate with the scope of the claims. Thus it would 
require undue experimentation of one skilled in the art to practice the claimed 
«nvent.o^ In re Fisher , 166 USPQ 18 indicates that the more unpredictable an 
area is, the more specific enablement is necessary in order to satisfy the statute. 

In view of the quantity of experimentation necessary, the limited working 
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8- Claims 2, 4-7, 26 and 45 are rejected under 35 U S c 1 19 firct 

paragraph, as containing subject matter which wa not describee in X 

art that the inventor(s), at the time the application was filed, had possession o 
the cla,med invent.on. This is a written description rejection. P ° SSeSS,0n 0f 

»rticon»i, ♦ J" ' nStant case ' the specification does not convey to the 
artisan that the applicant had possession, at the time of invention of a nucleic 
acd molecule which codes for an amino acid sequence with an equSnt 
recognitor .specificity, as achieved with a T cell receptor comprfs^ng a CDR3 
reg,on with the amino acid sequence of SEQJDJ^ f 0 
mmp^nents of the T cell receptor ligands as recited in Part B) of ClaiS? 
dependent claims. SEQ ID NO:23 which is YCLxWsARQLTF 
encompasses 5 residues denoted by "x" which can be any amino acid Peptide 
components of the T cell receptor ligands can encompass any number of am no 

SEQ .D q NO n 2 6 3 S a nH e th° ^ ° f 8 ° DR3 S6 ~ "mP^ 

r a the f broad number of Peptide components of the T ceH 
receptor igands, none of these peptides ( with the eru ption oft he npntiH ." 
rec.ted ,n part of claim o a »w H^^ nt rhim - } mrf , 

19 USPQ2d 1111, makes clear that "applicant must convey with reasonable 
clarity to those skilled in the art that, as of the fifing date soug^Te or she was 
in possession of the invention. The invention is, for purposes of the 'written 
description inquiry, whatever is now claimed." (See VaszCath, page 1117 ) The 
specification does not "clearly allow persons of ordinary skill in the art to 
recognize that [he or she] invented what is claimed." (See Vas-Cath page 
11 16.). The skilled artisan cannot envision all the contemplated peptides 
that are components of the T cell receptor ligands, nor a T cell receptor 
comprising a CDR3 region with the amino acid sequence of SEQ ID NO-23 and 
therefore conception cannot be not achieved until reduction to practice has 
occurred, regardless of the complexity or simplicity of the method of isolation 
Adequate written description requires more than a mere statement that it is part 
of the invention and reference to a potential method for isolating it See Fiers 
YjReyej, 25 USPQ2d 1601, 1606 (CAFC 1993) and Amoen Inc V r.hT^ i 
Pharmaceuti cal Co I tri , 18 USPQ2d 1016. 

* + u Tt l er ® f0 1 re ' only the P e P tic, es of part A of Claim 2, bu t not the full hrpaHth 
of the instant claims, meets the written description provision of35USC 112 first 
paragraph. Applicant is reminded that Vas-Cath makes clear that the written 
descr.pt.on provision of 35 USC 1 12 is severable from its enablement provision 
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9. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

JJL C '? imS u 2 ' 4 - 7 - 26and 45 are rejected under 35 U.S.C §112 second 
paragraph, as being mdefinite for failing to particularly point out and disS 
claim the subject matter which applicant regards as the invention * 
f * lu US 4-7 ' 26 and 45 are indefinite for being in improper Markush 

2tir:r mend ?f use of the phrase K SS5 

the" S sSs° f SeeTpEP wfj&r^*" ^ W h ^ 

nnf«w thL C r? im 2 o' S u a,S0 indefinite for bei 'ng in improper Markush format It is 
noted that Claim 2 has nested Markush groups. 

* J!] 6 fir r st commences a* line 3 and lists members (a) and (b) in the rest 
of the body of the claim. This is improper because "selected from" must be 

changed to" -tl^ ^ a ' S ° "° r " at the end of Part < a ) "5 be* 

The second Markush group is nested within part(a) of the first Markush 
consisting" of? 4 * ^ h daim *' " C ° mpriSin 9" ™ st be ^nged to 

11. No claims are allowed. 

12.7777 Any inquiry concerning this communication or earlier 
commun.cat.ons from the examiner should be directed to Amy DeCloux whose 

m h T, nUm u b | r iS (703) 306 " 5821 • Tne examiner normally be reacted 
Monday through Friday from 9:00 am to 6:00 pm. A message may be left on the 

^r*f, r ' S V °' f C 1 T SerViCe " ' f 3ttemptS t0 reach the examiner by telephone 

•! eXamme : S SUperViSOn Christina Chan can ^ reached on 
(703) 308-3973. Any inquiry of a general nature or relating to the status of this 

2Ki? 7 I be directed to the Technology Center 1600 receptionist 
whose telephone number is (703) 308-01 96. 

r^r i«nn e K S / elated , *? th ' S a PP |ication m ay be submitted to Technology 
clntr \ f™ V - fa f'm''e transmission. Papers should be faxed to Technology 
Center 1600 via the PTO Fax Center located in Crystal Mall 1. The faxinq of 
such papers must conform with the notice published in the Official Gazette 1096 



V 
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PRIMARY EXAMINER. 
ART UNIT Mr /(,y> 



